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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described In (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 123-124, 126-128, 131, 134-136 and 149 are rejected under 35 
U.S.C. 102(b) as being anticipated by Michelson (US Patent 5,015,247). Michelson 
discloses a method of implanting a spinal stabilization system including the steps of 
inserting a bone fastener assembly into a vertebral body (see Fig. 4) which would have 
to be accessed via an incision in the skin, inserting or disposing a sleeve between the 
incision and the fastener (Col. 9, lines 20-37), inserting an elongate member (24) into 
the sleeve (see Fig. 3), and securing elongate member (104) to the bone fastener 
assembly (50). Michelson also discloses the step of advancing a bone fastener through 
to the target location (Col. 7, lines 1-5) and where it is considered to be inserted 
longitudinally and angled relatively upon insertion and extends at least outwardly from 
the sleeve (See Col. 9, lines 35-45). The device also includes a sleeve wall, a 
positioning tool (100), and at least two target tools for positioning (see Fig. 4), wherein 
the elongate member may secure both. 
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Claims 123-124, 126-128, 134. 148-150 rejected under 35 U.S.C. 102(e) as 
being anticipated by Davison (US Patent 6,530,926). Davison discloses a method of 
stabilizing vertebrae comprising the steps of anchoring a bone fastener that is inserted 
into the body of a patient, as it is disposed in a sleeve having a sleeve wall to the target 
site (Col. 15, lines 7-15). An elongate member (21) may be inserted into passage 
substantially in at least a first orientation (10) to help guide the fastener assembly for 
securing. A portion of the elongate member may extend outwardly (see Fig. 5). The 
working space may also be dilated (110). Davison also discloses that a second sleeve, 
or as a cannula into a patient for securing a fastener or fixation device (Col. 16, lines 5- 
10). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identicaliy disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 125, 129-132, and 135-136 rejected under 35 U.S.C. 103(a) as being 

unpatentable over Davison '926 in view of Lutz (US Patent 6,183,472). Davison 

discloses the claimed method except for the steps having a sleeve that is detachably 

coupled, or a bone fastener that has a slot to receive an elongate member, or that has 

two arms extending therefrom, or a step that comprising grasping the elongate member 

with a positioning tool, or wherein the elongate member may specifically with its second 

end secure to the bone fastener. Lutz discloses a sleeve that is detachably coupled 
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(64/66, col. 3, lines 28-43), a bone fastener that has a slot to receive an elongate 
member (34), and two arms extending for grasping the elongate member (approx. 
26/28), a step that includes grasping of the fastener with the elongate member (see col. 
4, lines 40-57). The end portion (70) may be used to adjust the sleeve portion (60/62) 
and where the detachably coupled ends (60/62) can then move and articulate the bone 
fastener (Fig. 5). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to perform the method of Davison having at least a sleeve 
that is detachably coupled, or a bone fastener that has a slot to receive an elongate 
member, or that has two arms extending therefrom, or a step that comprising grasping 
the elongate member with a positioning tool, or wherein the elongate member may 
specifically with its second end secure to the bone fastener in view of Lutz to better use 
the device for the fixation of vertebrae. 

Claims 139-142, and 144-145 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the combination of Davison '926 and Lutz '472 as applied to claim 
136 above, and further in view of Justis et al. (US Patent 6,530,929). The combination 
of Davison '926 and Lutz '472 disclose the claimed method except for the step of 
detachably coupling a second sleeve, or having a first and second sleeve facing one 
another, and wherein the proximal ends of the first and second sleeves are coupled. 
Justis et al. disclose a device having two sleeves attached at their proximal ends (26a 
and 26b) and wherein two sleeves are detachably coupled to respective bone anchors 
(See fig. 4, and Col. 7, lines 25-30), enabling the anchors to be positioned relative to 
one another. The sleeves may face one another (see Fig.1, and at least 70a faces the 
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opposing side of 70b). The distance between the first and second sleeve may be 
estimated by the user; lil<ewise the length of the elongate member may be selected 
appropriate to use by at least an anchor extension (30a). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to construct the 
method of the combination of Davison '926 and Lutz '472 having at least the above 
steps as provided by Justis et al. supra to better use the device in securing vertebrae. 

Claims 137-138 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
combination of Davison '926 and Lutz '472 as applied to claim 136 above, and further in 
view of Gerber et al. (US Patent 6,360,750). The combination of Davison '926 and Lutz 
'472 disclose the claimed method except for the step of forming a dilated tissue plane 
and moving the tissue. Gerber et al. teaches the use of a dilating device for moving 
tissue (Col. 5, lines 40-55). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to perform the method of the combination of 
Davison '926 and Lutz '472 including at least the step of dilating tissue in view of Gerber 
et al. to better access the vertebrae in the spine. 

Claim 133 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Davison '926 in view of Branch et al. (US Patent 6,200,322). Davison disclose the 
claimed method except for a sleeve having a channel that is along a majority of the 
length of the sleeve. Branch et al. disclose a sleeve that has a channel extending a 
length of the sleeve (see Fig. 4b) that allows for better spinal access to the spine for 
implanting a fixation element (Col. 3, lines 15-25 and 37-43). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
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perform the method of Davison having at least a sleeve that is along a majority of the 
length of the curve in view of Branch et al. to better access the spine. 

Claim 143 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
combination of Davison '926 and Lutz '472 and Justis et al. '750 as applied to claim142 
above, and further in view of Branch et al. '322. The combination of Davison '926 and 
Lutz '472 and Justis et al. '750 disclose the claimed method except for a channel 
extending substantially the entire length. Branch et al. disclose a sleeve that has a 
channel extending a length of the sleeve (see Fig. 4b) that allows for better spinal 
access to the spine for implanting a fixation element (Col. 3, lines 15-25 and 37-43). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to perform the method of the combination of Davison '926 and Lutz '472 and 
Justis et al. '750 having at least a sleeve channel extending substantially the entire 
length in view of Branch et al. to better access the spine. 

Claims 146-147 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Davison '926 in view of Lutz '472. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to construct the assembly of Davison 
in view of Lutz having a third anchor assembly, since it has been held that mere 
duplication of the essential working parts of a device involves only routine skill in the art. 
St Regis Paper Co. v. Bemis Co., 193 USPQ 8. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James L. Swiger whose telephone number is 571-272- 
5557. The examiner can normally be reached on Monday through Friday, 9:00am to 
5:30pm. 

if attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Infomiation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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